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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

As to claim 1, it is unclear how the opaque region is between the sample liquid 
introduction port and window because the specification discloses that the opaque region 
(layer) is located above the transparent layer of the cover (Pg.8, lines 18-21). Applicant 
is asked to clarify. For the purpose of examination the analytical tool is simply 
interpreted to contain an opaque region. 

The term "thin film" in claim 9 is a relative term which renders the claim indefinite. 
The term "thin film" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably apprised of the scope of the invention. 

The term "high contrast" in claim 11 is a relative term which renders the claim 
indefinite. The term "high contrast" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-2, 6, 10-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Crismore et al (5,997,817). 

As to claim 1, Crismore discloses an analytical tool comprising a sample liquid 
introduction port (20), a capillary, and a window (18), and also an opaque region (27) 
(Fig. 1 and 4; Column 4, lines 42-45; Column 8, lines 27-29 and lines 61-64). 

As to claim 2, Crismore discloses the analytical tool above, further comprising a 
substrate (1), a cover (13) bonded to the substrate and defining the capillary together 
with the substrate, and a working electrode (5) and a counter electrode (6) which are 
formed on the substrate and which include respective exposed portions facing interior of 
capillary, wherein at least part of the window is formed at a region which avoids a 
position directly above the exposed portions (Fig. 1 and 4; Column 4, lines 42-45; 
Column 8, lines 55-59). 

As to claim 6, Crismore discloses the analytical tool above, further comprising a 
substrate (1), a cover (13) bonded to the substrate and defining the capillary together 
with the substrate, wherein the window (18) is provided by forming a transparent portion 
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in the cover and forming an opaque portion (27) around the transparent portion (Fig. 1 
and 5; Column 8, lines 27-29). 

As to claim 10, Crismor discloses the analytical tool above wherein the cover 
(13) includes an opaque member (27) with an opening and a transparent member (18) 
embedded in the opening; and wherein the window is provided by the transparent 
member (Fig. 1 and 5; Column 8, lines 27-29). 

As to claim 11, Crismor discloses the analytical tool above, wherein the opaque 
region (27) has a color which presents a high contrast with a color of the sample liquid 
(Column 8, lines 27-29). 

As to claim 12, Crismor discloses the analytical tool above, wherein the sample 
liquid is blood or urine (Column 9, lines 30-34). 

5. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Lea (US 
6,403,384). 

As to claims 1, Lea discloses an analytical tool comprising a sample liquid 
introduction port (16), a capillary (14), and a window (10), and also an opaque region 
(32) (Fig. 1; Column 12, lines 62-67; Column 13, lines 53-55). 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crismore et al (US 5,997,817) as applied to claim 1 above, and further in view of Lea 
(US 6,403,384). 

As to claim 7, Crismore discloses an analytical tool comprising a substrate 
substrate (1), a cover (13) bonded to the substrate and defining the capillary together 
with the substrate (Fig.1 ; Column 4, lines 42-45). However, Crismore does not disclose 
that the cover comprises a transparent member, and an opaque layer with an opening 
on a surface of the transparent member; wherein the window is defined by the opening. 

Lea discloses an analytical tool comprising a substrate (12) and a cover (10 and 
32) bonded to the substrate and defining a capillary (14) together with the substrate, 
wherein the cover comprises a transparent member (10), and an opaque layer (32) with 
an opening on a surface of the transparent member; wherein the window is defined by 
the opening (36,38,40) (Fig. 1; Column 12, lines 63-65; Column 13, lines 33-34 and 53- 
60). 
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It would have been obvious to one with ordinary skill in the art at the time of the 
invention to have the cover of Crismore to comprise a transparent member and an 
opaque layer with an opening on the surface of the transparent member; wherein a 
window is defined by the opening as taught by Lea, because it would allow simple and 
fast assembly and production of the invention. 

As to claim 8, even though product-by-process claims are limited by and defined 
by the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the product in 
the product-by-process claim is the same as or obvious from a product of the prior art, 
the claim is unpatentable even though the prior product was made by a different 
process (MPEP 2113). Crismore as modified in view of Lea, discloses the analytical 
tool above, wherein the opaque layer (32) is provided by a film directly on the surface of 
the transparent member (1 0) (Fig. 1 ; Column 1 3, lines 53-60). 

As to claim 9, Crismore as modified in view of Lea, discloses the analytical tool 
above, wherein the opaque layer (32) comprises a thin layer bonded to the surface of 
the transparent member (10) (Fig. 2A; Column 13, lines 53-55). 

9. Claims 3-5, 13-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Crismore et al (US 5,997,817) as applied to claim 1 above, and further in view of 
Grate et al (US 2003/0095897). 

As to claim 3, Crismor discloses the analytical tool above, further comprising a 
substrate (1), a cover (13) bonded to the substrate and defining the capillary together 
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with the substrate, and a working electrode (5) and a counter electrode (6) which are 
formed on the substrate and which include respective exposed portions facing interior of 
capillary, wherein at least part of the window is formed at a region which avoids a 
position directly above the exposed portions (Fig. 1 and 4; Column 4, lines 42-45; 
Column 8, lines 55-59). However, Crismore does not disclose that the entirety of the 
window is formed at a region which avoids a position directly above the exposed 
portions. 

Grate teaches that a capillary or fluid transport pathway that comprise a window 
or transparent/translucent material can be covered or replaced with an opaque material 
in order to prevent exposure of light to sensitive reagents used in chemical and optical 
analysis ([0083]). 

It would have been obvious to one with ordinary skill in the art at the time of the 
invention that the window of Crismore can be covered or replaced by an opaque layer 
directly above the exposed portions in certain positions as taught by Grate, so that the 
entirety of the window of Crismore is formed at a region which avoids a position directly 
above the exposed portions of the electrode for the reason that the biosensor can be 
applicable with reagents placed on the electrodes that are light sensitive and require 
protection against light or other electromagnetic radiation (Crismore at Fig.1; Column 3, 
lines 1-2; Column 8, lines 55-59; Grate at [0083]). 

As to claim 4, Crismore as modified by Grate, discloses the analytical tool above, 
further comprising an air vent (4), wherein the window (18) is (covered by an opaque 
region leaving exposed the portion) provided between the air vent and a downstream 
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point of the exposed portions in a flow direction of the sample liquid (Crismore at Fig.1; 
Column 3, lines 1-2; Column 8, lines 55-59; Grate at [0083). 

As to claim 5, Crismore as modified by Grate, discloses the analytical tool above, 
wherein the window (18) includes a (cover by an opaque region leaving exposed) most 
upstream point which corresponds to or generally corresponds to a most downstream 
point of the downstream one of the exposed portions in a thickness direction of the 
substrate (Crismore at Fig.1; Column 3, lines 1-2; Column 8, lines 55-59; Grate at 
[0083]). 

10. Claims 13-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crismore (US 5,997,817) as applied to claim 1 above, and further in view of Grate (US 
2003/0095897). 

As to claim 13, Crismor discloses the analytical tool above, further comprising a 
substrate (1), a cover (13) bonded to the substrate and defining the capillary together 
with the substrate, and a working electrode (5) and a counter electrode (6) which are 
formed on the substrate and which include respective exposed portions facing interior of 
capillary, wherein at least part of the window is formed at a region which avoids a 
position directly above the exposed portions (Fig. 1 and 4; Column 4, lines 42-45; 
Column 8, lines 55-59). However, Crismore does not disclose that the analytical tool 
above further comprises an additional window. 

Grate teaches that a capillary or fluid transport pathway that comprise a window 
or transparent/translucent material can be covered or replaced with an opaque material 
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in order to prevent exposure of light to sensitive reagents used in chemical and optical 
analysis ([0083]). 

It would have been obvious to one with ordinary skill in the art at the time of the 
invention to have the window of Crismore be covered or replaced directly above the 
exposed portions by an opaque layer as taught by Grate, so that the single window is 
separated into two windows comprising an additional window, one positioned near the 
introduction port and the other positioned after the exposed portions of the electrodes, 
for the purpose of having visual confirmation that sample has entered the capillary and 
that the exposed portions of the electrodes are fully covered which provides safeguard 
against erroneous test results due to undetected under dosing of the test strip (Crismore 
at Fig.1; Column 3, lines 1-2; Column 8, lines 55-64; Grate at [0083]). 

As to claim 14, Crismore as modified by Grate, discloses the analytical tool 
above, further comprising a working electrode (5) and a counter electrode (6) which are 
formed on the substrate and which include respective exposed portions facing interior of 
capillary, wherein at least part of the additional window is formed at a region which 
avoids a position directly above the exposed portions (Fig. 1 and 4; Column 4, lines 42- 
45; Column 8, lines 55-59). 

As to claim 15, Crismore as modified by Grate, discloses the analytical tool 
above, wherein the entirety of the additional window is formed at a region which avoids 
a position directly above the exposed portions (Crismore at Fig. 1 and 4; Column 4, 
lines 42-45; Column 8, lines 55-59; Grate at [0083]). 
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As to claim 16, Crismore as modified by Grate, discloses the analytical tool 
above, wherein the additional window is provided between the sample liquid 
introduction port (20) and an upstream one of the exposed portions in a flow direction to 
the sample liquid (Crismore at Fig. 1 and 4; Column 4, lines 42-45; Column 8, lines 55- 
59; Grate at [0083]). 

As to claim 17, Crismore as modified by Grate, discloses the analytical tool 
above, wherein the window the additional window is provided adjacent to the sample 
liquid introduction port (20) (Crismore at Fig. 1 and 4; Column 4, lines 42-45; Column 8, 
lines 55-59; Grate at [0083]). 

Contacts/Correspondence Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HOSEIN KAFIMOSAVI whose telephone number is 
(571 )270-5271 . The examiner can normally be reached on Mon - Fri, 7:30 AM - 5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jessica Ward can be reached on (571) 272-1223. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/533,601 Page 1 1 

Art Unit: 4132 

Information regarding the status of an application may be obtained from the 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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